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CHANGES APRIL 1, 2013 THROUGH DECEMBER 31, 2013

718 Appendix A ...covviniiiiiiiieenn 35556
Regulation at 78 FR 355566
withdrawn ........ccocevvevieininiannn, 53645
Appendix C introductory text
TeVISed. v 59115
725 Authority citation revised........ 35558
Regulation at 78 FR 35558
withdrawn .......ccoeviveiiivininninann,
Technical correction
725.1 Revised.....ocovvveiniinennnnn.
725.2 Revised....cccoveveiiiiiiiiiiiiiiiann,
725.101 (a)(1), (2), &), (B32)({)
through (iv) and (b) amended

725.201 (a) revised; (b) removed;
(c) and (d) redesignated as
(B) and (C) cevvvieneneiieeieiieeieeeanans 59117
725.212 (a)(3) introductory text
republished; (a)(3)(i) and (ii)
TeVISEd . .iiiiiiiiiiiiniieire s 59117
725.218 (a) introductory text re-
published; (a)(1) and (2) re-
VISEA couiniiiiieie e 59117
725.222 (a)(b) introductory text
republished; (a)(5)(i) and (ii)

TeVISEd . iiiiiiiiiiiiiiiee e 59118
725.309 Revised.....cccoeeveiveivneniinannnns 59118
725.406 (a), (b), (¢) and (e) revised

................................................. 35558

Regulation at 78 FR 35558

Withdrawn ........ccooeeeiiieieineinnnnn.. 53645

725.418 Revised....cocvvvvvvininiineniinennnes 59118

Proposed Rules:
404 ...30249, 38610, 46309, 53700, 69324, 76508

4050 38610
416 .. 30249, 38610, 46309, 70244
638 19632
6550t 44054
670 i 19632
R N 35575
N 35575

TITLE 21—FOOD AND DRUGS

Chapter I—Food and Drug Ad-
ministration, Department  of
Health and Human Services
(Parts 1—1299)

1 Authority citation revised
1.1 (c) amended ......ccceeueinenininenannnn.
1.20 Introductory text corrected;
CFR correction.........ccccevvuennen.. 54568
Introductory text revised............ 69543

1.281 Regulation at 76 FR 25545

confirmed ........coeuveiivininiinininnns 32362
10.30 (b), (c), (d), (e)(3) and (g) re-
VISEA couiiiiiiiiie e 76749
14.100 (f) removed; (g) redesig-
nated as (f) .cocvveveviviviiiiiiiinnns 69992
16.1 (b)(2) amended.............ceuvnnenn. 58817
21.61 (d) added......oevvvieiiiininiiinennns 39186
73 Technical correction.................. 42451
73.350 (¢)(1) revised ......ccevvveniinnnnnnn. 35117
Regulation at 78 FR 35117 con-
firmed......coooveviiiiiiiiii 54758
73.530 Added......oevvvviniiiiiiiiieiinenene, 49120
Regulation at 78 FR 49120 con-
firmed......ocovvviiiiiiii 68713
73.3100 Heading and (a) revised
................................................. 19415
Regulation at 78 FR 19415 eff.
date confirmed ...............ooeenenen 37962
73.3106 (&) revised......ccoevevveneniinennnne. 19415
Regulation at 78 FR 19415 eff.
date confirmed ..........coeuvineninnens 37962
101.91 Added...cceeviiieniieieeeeeenen 47178
123 Policy statement...................... 69992
172.167 (b) revised......cccoeveveininenannn..
172.320 Revised.....ccoeiiiiininiinenannne.
172.345 (b) revised......cccveveviininenannnn.
172.379 (b) revised....ccccvevenvineninnennnne.
172.380 (b) revised......cccoeveeininenennnn.
172.665 (d)(2) revised
172.712 (b) revised......cccveveveinininennnn.
172.736 (b)(2) revised
172.780 (b) revised......ccceeveieinininennnn.

(b) and (c) revised
172.800 (b)(2) revised

172.804 (b) revised.......ccoeveiniininnnnnn.
172.810 Introductory text revised

................................................. 71464
172.812 (&) revised......cccveveieinininennnn. 71464
172.831 (b) revised....ccccvevenvineninnennnne. 71464
172.841 (b) revised.......ceevevvveeninnennnnn. 71464
172.862 (b)(1) revised.....ccccevveuvenenenn.. 71465
172.867 (b) revised.......covevviveniinnnnnn. 71465
172.869 (b) introductory text and

(6) through (11) revised............. 71465
173.160 (d) revised......ccvevevieneninnenennn. 71466
173.165 (d) amended..............ceuenen. 71466
173.228 (a) revised; footnote 1 re-

TNOVEA ceuininiinieieieieeiieieienenenenenns 71466
173.280 (¢) revised....coccvvneniinininnenennn. 71466

173.310 (c) table amended; (f)
added ..c.coeviiiiiiiieeees
173.368 (c) revised
175.300 (1) added ...cevevveveniniineniinenene.
175.320 correctly amended; CFR
COrreCtion....cocveviniiinininnininiinns 52429
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178.1005 (C) revised .....ceevveveninninnnns 71467
180.37 (b) revised .....ceevveveiieiniiiinnanns 71467
316.1 (a)(1)(iii) and (2) revised ......... 35132

316.3 (b)(3) introductory text, (i)
and (12) revised; (b)(13) and
(14) redesignated as (b)(14)

and (15); new (b)(13) added. ........ 35132
316.4 Revised...cccceviriiiiiiiiieieneinns 35133
316.20 (a), (b)(2), (3), (4), (b) and

(6) revised; (b)(9) removed ........ 35133
316.21 (a)(1) and (b) introductory

text revised ........ooeviiiiiiiiiiinin. 35133

316.22 Revised
316.23 Revised
316.24 Heading revised; (a) and

(b) redesignated as (b) and

(c); new (a) and (d) added.......... 35133
316.25 (a)(1)(ii), (3) and (b) revised

................................................. 35134
316.26 Revised .....cvevvviiniiiinineiineannns 35134
316.28 Revised ...cvvveviiiniiniiniieniinns 35134
316.29 (d) added ....coevvvneniirininiinenianns 35134
316.31 (b) redesignated as (c); (a)

introductory text new (c) re-

vised; new (b) added.................. 35134
316.34 Revised ..cocvvvevvininiiniiiiineinns 35135
316.50 Revised ....coevevviiiiiniiniiinennns 35135
500.35 Removed ......cccevveveviiniinnnnnnnnnn 42451
501 Small entity compliance

GUIAE tuiviiiiiiiii e 59624

510.600 (c)(1) table and (2) table
amended...... 19987, 21059, 27859, 44433,
52429, 52430, 52853, 63871, 66264,
73698
520 Drug application approvals
withdrawn .......cccoeviveiiinininninann. 78716
520.28 Redesignated from 520.44

................................................. 66264
520.38 Redesignated from 520.45
................................................. 66264
520.38a Redesignated from 520.45a
................................................. 66264
520.38b Redesignated from 520.45b
................................................. 66264
520.43 Added.......evveniiiiiiiiiiiiieeeaans 66264
520.44 Redesignated as 520.28........... 66264
520.45 Redesignated as 520.38........... 66264
520.45a Redesignated as 520.38a
................................................. 66264
520.45b Redesignated as 520.38b
................................................. 66264
520.100 (b)(2) revised.......coevevvenenennnns 57058
520.309 (b)(2) amended............ 52853, 66264
520.390a (b)(1)(1) amended................ 21059
520.441 (b)(3) amended.............ccuun.s 21059

520.443 (b) amended........coceevvinennnens 21059

520.447 (b) amended...........cceeenennnnns 30197
520.580 (b)(2) amended.............c......s 21059
520.600 (c) amended .........oceevvenennnnns 21059
520.622a (a)(6) amended. ................... 21059
520.622b (c)(2) amended ................... 21059
520.622¢ (b)(6) amended ................... 21059
520.763a (a) and (e) removed; (c)
amended .....coveeeeiniiiiiiiiiieeea 21059
520.763b (a) removed; (¢c) amended
................................................. 21059
520.763c (b) amended; (¢c) removed
................................................. 21059
520.812 Revised.....coevvvviiininiieiineannns 30197
(a) and (b) revised..........cceeeveninnnn. 52853
520.955 (b) amended..........ccevvenennnnns 52854
520.1350 Redesignated as 520.1367
................................................. 57058
520.1367 Redesignated from
520.1350; (a) and (b) revised
................................................. 57058
520.1408 (b) amended; (¢c) removed
................................................. 21060
520.1604 Added.......ccevviniiiinineininannnns 42007
520.1660d (b)(3), ((D)EI)(A)3),
(B)(3) and (C)(3) amended ......... 21060
520.1720a (b)(2) amended.................. 21060
520.1900 (b) amended; (c)(1) foot-
note, (2) footnote and (3)
footnote removed ...........ccuenenen 21060
520.2220a (a)(1) amended.................. 21060
520.23456d (b)(2) amended.................. 21060
520.2612 Revised ....cocovvvenvinininiinininnnns 63872
520.2087 Removed ........ccevveevevnenennnns 78716
520.2088 Removed .........ccevvneviininnnnns 78716
520.2089 Removed .......ocvvveneniinennnnnns 78716
522.313b (b), (d), (e)(2)(1) and (iii)
TeVISed . ivviiiiiiiiiiiieee e

522.558 (a) revised........cocvvviniiiinnnnn
(a) correctly revised
522.812 (b) and (e)(3)(ii) revised;
(e)(2) introductory text
Added ..o.veeniiiiir e
522.1044 (b)(3) amended
522.1077 Revised ....ceoevveiiiininiiinannnns
522.1145 (e)(2) and (3) heading re-

VISEA cininiiiiiiiiiieeeeee s 73698
522.1182 (b)(3) and (8) amended........ 44433
522.1222a (b) amended.............ceuvenens 21060
522.1410 (b) amended ..........ccceueneenens 21060
522.1662a (a)(2), ()(2), (g)(2) and

(h)(2) amended.........ceceeveenenennnns 21060
522.1680 Heading revised; (b)

amended ......coeeeuviniiiniiininiiianenns 21060
522.1720 Heading revised; (b)(2)

amended .......coceeviiiiiiiiiiiininenennn. 21060
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522.2220 Heading revised; (c)(2)

amended .....coeeeuviieiiniiiniiianenns 21060
522.2424 Heading revised; (b)

amended; (¢c)(4) removed........... 21060
522.2483 (b) amended ............ceeuennens 21060
522.2630 (a) and (b) revised .............. 63872
522.2662 (b)(1) amended.................... 21060
524.916 (b) amended.........oceevvenenennnns 44433
524.1146 (a)(2) and (d)(1)(ii) re-

vised; (d)(3) added..........cueuenenn. 73698
524.1193 (b)(2) amended.................... 63872
524.1465 (b) amended ...........cceuenenens 52854
524.1580b (b)(1) amended.................. 21060
524.1580c (b) amended.........cceuueuenens 21060
526.1696b (b) amended...................... 21060
529.1044a (b) amended..........cceueuenen. 21060
529.1150 (b) amended ..........ccceuenennnns 73698
556.665 (e)(b) table amended............ 52854
556.733 (a) amended............cceuvuvnnnnn 52854

5568.62 (a)(1), (2), (c)(1)({) and (ii)
removed; (c)(1)(ii), (iv), (v),

(vi) and (vii) amended .............. 70496
558.95 (a), (d)(1), (2), (3), (4)({) and

(11) revised ..ccovevieveniinineiineeanns 52430
(d)(4)(dii) introductory text

and (iv) introductory text re-
vised; (d)(4)(iii)(d) amended
Technl cal co rrectlo n ...................
568.120 (a)(1) and (A)(1)({H) re-

TNOVEA euininiiiiieinieieeeieieaeneneneanns 69993
558.195 (e)(2)(v) table amended........ 25183
558.205 (a) amended...........ccceuvuennnnn 21060
5568.342  (e)(1)(iv) table and

(e)(1)(ix) table amended............ 25183
558.355 (H)(B)(ix) removed;

(H(3)(di)(b) and (x11)()

amended ......coeeveveiniininiiniiinanenns 19987

(H)(MH(ii)(a) amended ................... 27859
(f)(8)(iii) introductory text

amended .....coveveveiiiiiiiiiiieean 66265

558.366 (d) table amended................ 42007

(d) table amended..............ceuevenn
558.460 (d)(2)(iv) removed
558.485 (b)(3) amended.....................
5568.500 (a), (b), (e)(1) table, (i)

table, (2)(1) table, (vi) table

and (xi) table amended............. 63872
558.530 (a) and (b) removed;

(d)(1), (2) and (3) tables re-

VISEA tiniiiiiiiiieieee s 69993
5568.618 (b), (e)(1)(i) table, (ii)

table, (2)(i) table, (ii) table

and (iii) table amended ............ 19987
558.625 (b)(14) removed ...........ueuenens 52431

558.635 (a)(2) amended ............eueenens 52431

558.665 (e) table amended................ 42008
573.170 Introductory text cor-

rectly revised .......cooeeevviiiininnnnn. 42692

579.40 () revised .....cccvevvvenineininennnns 27304
(a)(2), (3) and (4) correctly re-

VISEA ciniiiiiiiiieeeeeeee e 34565
600.2 (b) amended...........cceeeveenenennnns 19585
801.3 Added ....cevvvviiiiiiiiieiiieieeaans 58817
801.18 (Subpart A) Added ................ 58818
801.20 Added.....cceoenereiiiniiiiieiineannns 58818
801.30 Added.....cceeeneviiiiiiiieieeanns 58818
801.35 Added....ccevveuiriiiiniiniiieieneinns 58818
801.40 Added.....cevvenervineniiniiininenianns 58818
801.45 Added.....ccveiviiiniiiiiiieeanns 58818
801.50 Added.....cceenireiiiniiiiieiineanns 58818
801.55 (Subpart B) Added ................ 58818
801.57 Added.....ccceveiviiiniiiiiiieeanns 58820
801.119 Revised....ccoevevviiiiiineiineannns 58820

801.128 (f)(2) through (7) redesig-

nated as (f)(3) through (8);

new (£)(2) added .......oevveninrennnn. 58820
803.3 Amended ........ceeveniiiiiiiininiinnns 58820
803.32 (c)(6) through (10) redesig-

nated as (c)(7) through (11);

new (c)(6) added...........cecevnennn. 58820
803.33 (a)(7)(iv), (v) and (vi) re-

designated as (a)(T)(v), (vi)

and (vii); new (a)(7)(iv) added

803.42 (c¢)(6) through (10) redesig-
nated as (c)(7) through (11);
new (c)(6) added..........cecevvvnnnnnn 58820
803.52 (¢)(6) through (10) redesig-
nated as (c)(7) through (11);
new (c)(6) added........covevevnnnnnn 58821
806.2 (f) through (1) redesignated
as (g) through (m); new (f)

and (n) added........cocevevviiiininnnn. 58821
806.10 (c)(b) revised .....ccevveniniinininnens 58821
806.20 (b)(2) revised .....ccccvvvevvinenennnns 58821

810.2 (h) through (k) redesig-
nated as (i) through (1); new

(h) and (m) added..........c...uenen.s 58821
810.10 (b)(2)(iii) amended;

(B)2)(V) added.....coevvveeneinennnnns 58821
814.3 (p), (q) and (r) added................ 58821
814.84 (b)(4) added ......oeveveninvinininnnns 58822
820.3 (bb), (cc) and (dd) added ......... 58822

820.120 (b) amended..........cceeevvenennen.
820.184 (f) revised .....ocvevvevenenvinininnnns
820.198 (e)(3) revised.......ocevvvvnvninnnnn
820.200 (d)(2) revised........oceevevnenennnns
821.3 (n) and (o) added
821.25 (a)(2)(1) and (3)(i) revised
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821.30 (a)(2), (b)(2) and (c)(1)() re-

VISEA cininiiiiiiiiieeee s 58822
822.3 (e) through (m) redesig-

nated as (f) through (n); new

(e) and (o) added ........ceevvnennnnn. 58823
822.9 (a)(4) revised.......coevveniniinininnnns 58823
830 Added....cceoeviviiiiiiiiiiiiieeeeeins 58823

(Subpart A) Added.........ceeneneenenn. 58825
830.20 Added.....cc.eenireiiiniiiiieiieinns 58825
830.40 Added....cceuveueriiiniiiiiiieneanns 58825
830.50 Added....cceuveueriininiiniiinieneinns 58825
830.60 Added.....ccuveniriineniiniinnininianens 58825
830.200—830.220 (Subpart D)

Added .oovviiiiii e 58826
830.300—830.360 (Subpart E)

Added .oovviiiiii e 58826
870.3535 Revised ....ccevveniiiininiininannens 79303
870.5225 Revised ....covvvenvinininninininnns 79307
872.3960 (c) revised ......cccvvvnineeninennnns 79310
872.4770 Added.....cccovvveneniinininianininnns 79310
880.6305 Added.......cevvvniniiiininiiinannnns 28734
886.4155 Added......coevvvveniinininiinininnns 68715

1240.62 (c¢) removed; (d) and (e)
redesignated as new (c) and

Regulation at 78 FR 44881 eff.

date corrected .........cocenenininnnn.. 63872
Regulation at 78 FR 44881 and

63872 eff. date confirmed........... 66841

Chapter Il—Drug Enforcement
Administration, Department of
Justice (Parts 1300—1399)

1308.11 (d)(47) added ........ccevvvnneinnnnn 21825
(h)(9), (10) and (11) added ............. 281738
(h)(12), (13) and (14) added............ 68719

1308.13 (c)(11) through (14) redes-
ignated as (c)(12) through

(15); new (c)(11) added................ 72016
1308.14 (e) and (f) redesignated as
(f) and (g); new (e) added .......... 26705
Proposed Rules:
1..... 24691, 42382, 45730, 45782, 48636, 49988,

57320, 69602, 69603, 69604
1—1299 (Ch. I) ....21085, 36711, 65588, 70248,
72838, 72840, 72841

16....24691, 24692, 42382, 45782, 48636, 48637,
49988, 57320, 64425, 64736, 69006,
69603, 69604, 69605, 78014, 78064,

78068
20 i 65904
T3 e 57105
T4 i 43093

106, 24691, 48636, 69604
107 i 22442
B 24691, 48636, 69604
112.....eeee 24692, 48637, 50358, 69006, 69605
114, 24691, 48636, 69604
17 24691, 24693, 48636, 69604
118, 44483
120, i 24691, 48636, 69604
121 i, 78014, 78064, 78068
123, i 24691, 48636, 69604
129 i 24691, 69604
172 i 43093, 49990
173 28163
179 i 24691, 48636, 69604
182 i 43093
211 24691, 48636, 69604
225 i 64425, 647136
B10 i 65904, 76444
BI2 i, 27115, 27116
Bl i 65904, 67985, 78796
S S 35155
B33 76444
500 e 64425, 647136
B0T i 64425, 64428, 64736
Bl ., 59308, 75515
BB8. i 75515
BT i 64425, 647136
600.....cciiiiiiiii 65904
601 .oeviiniinii 67985, 78796
660.....ceiiiiiiie 23508
801, 23508
809, ..t 23508
866, ...t 36698
870 i 29672, 36702
876 v, 20268, 38867
N 27117
882 i 20268
890 ... 35173, 39649
892, i 20268
1002 . .ceniiiiiiie 371723
1010 .. 37723
1040 ccoeniiiii 371723
1140, 44484, 55671
1150 ccieniiiiii 32581
1240 i 44915
1308.....iiiiiiiiinnns 21858, 61991, 62500, 65923

TITLE 22—FOREIGN RELATIONS

Chapter |I—Department of State
(Parts 1—199)

41.12 Revised . ..ccoovvieiniiniiiieieeeieeanens 68992
41.21 (a)(3) and (d)(4) revised........... 66815
41.22 (a) and (b) revised................... 33700

41.24 (b) revised......coeevvrininininininnnn. 33700
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